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This report is the international preliminary examination report, established by this International Preliminary Examining 
Authority under Article 35 and transmitted to the applicant according to Article 36. 

This REPORT consists of a total of _7 sheets, including this cover sheet 

This report is also accompanied by ANNEXES, comprising: 

a. □ (sent to the applicant and to the International Bureau) atotalof sheets, as follows: 

□ sheets of the description, claims and/or drawings which have been amended and are the basis of this report 
and/or sheets containing rectifications authorized by this Authority (see Rule 70.16 and Section 607 of Ihe 
Adniinistrative Instructions). 

□ sheets which supersede earlier sheets, but which this Authority considers contain an amendment that goes 
beyond the disclosure in the international application as filed, as indicated in item 4 of Box No. I and the 
Supplemental Box. 

(sent to the International Bureau only) a total of (indicate type and number of electronic carrier(s)) 

containing a sequence listing and/or tables related thereto, in computer 



b . □ 



readable form only, as indicated in the Supplemental Box Relating to Sequence Listing (see Section 802 of the 
Administrative Instructions). : 



This report contains indications relating to the following items: 
Basis of the report 

Priority 

Non-estabhshment of opinion with regard to novelty, inventive step and industrial appkcability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
apphcability; citations and explanations supporting such statement 
Certain documents cited 
Certain defects in the international application 
Certain observations on the international application 
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Box No. I Basis of the report 



2. 



) 



With reg^d to the language, this report is based on the mternauonal application in the language in which it was filed, unless 
otherwise indicated under this item. 

□ This report is based on a translation from the original language into the following language ' 

which is the language of a translation furnished for the purposes of: 
[ ] international search (under Rules 12.3 and 23. 1(b)) 
[Zl P ublication of ^ in temational application (under Rule 12.4) 
| | international preliminary exaimnation (under Rules 55.2 and/or 55.3) 

and are not annexed to this report): 

[X] the international application as originally ffled/furnished . 
| | the description: 



pages 



as originally filed/furnished 



* received by this Authority on 
pages . 

* received by this Authority on 
pages . 



| | the claims: 

1 1 as originally filed/furnished 

as amended (together with any statement) under Article 1 9 



pages 
pages* 



„ afT ^ 0 * received by this Authority on 

pages . 

* ^ received by this Authority on 

P^o , - 

I the drawings: 

as originally filedyfurnished 

pages ' _ 

„ QtT ~ e * received by this Authority on — 

pages . — 

received by this Authority on : 

P a & es __ — 

□ a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing. 

| | The amendments have resulted in the cancellation of: 

| | the description, pages — — ■ 

1 | the claims, Nos. 



| | the drawings, sheets/figs . 

I j the sequence listing (specify): 

| | any table(s) related to the sequence listing (specify) : 



[~| This report has been established as if (some of) the amendments annexed to this report and listed below hac I not been 
U niSTey have been considered to go beyond the disclosure as filed, as indicated m the Supplemental Box (Rule 
70.2(c)). 

[ | the description, pages 

| j the claims, Nos. 



[ | the drawings, sheets/figs _ 

| | the sequence listing (specify): 

| | any table(s) related to the sequence hsting (specify) : 



If item 4 applies, some or all of those sheets may be marked "superseded. " 
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Box No. IH N on-establishment of opinion 

The questions whether the claimed invention appears to be novel, to 
applicable have not been examined m respect of: 

[ [ the entire international application 

claims Nos. 1~ 9, partly 

because: 



with regard to novelty, inventive step and industrial applicability^ 



involve an inventive step (to be non obvious), or to be industrially 



( )\ 



o 



the descnption, claims or drawings (indicate par^ular elements belo*) or said claims No, 

are so unclear that no meaningful opinion could be formed (specify). 

, , mcs i_q relate to a composition-forming process 
Present claims 1-9 relate lu ^ , f the subs tances 

which is defined in part by the P r ^ rt " s of ™ subst ances 
that are incorporated into the ^"^f 1 ^ parties of 



| | the claims, or said claims Nos. — 

by the description that no meaningful opinion could be formed. 

□ no international search report has been established for said claims Nos 



are so inadequately supported 



□ the nucleotide and/or amino acid sequence 
a Hmini strati ve Instructions in that: 



listing does not comply with the standard provided for inAnnexC of the 



Adrrtinistrative Instructions i ^ 

cr m I I has not been furnished 

the written form | | 

[ | does not comply with the standard 

the computer readable form Q has not been rurmshed 

I I ; does not comply with the standard 

1 1 the technical requirements provided for in the Annex u ois or mc 

| [ See Supplemental Box for further details. 
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In case the space in any of the preceding boxes is not sufficient 

Continuation of: Box III.2 ure . Furt herxaore , support within 

explicitly used in the literature ^ f Qr Qnly a s ^ all 

the meaning of Article 6 PCT is the proper ties 

the claims cannot be performed. 

x. r-^h has been focused on a process which 

^r«»» cSS^S-t are listed in the ^CpUon. 

Fu rther, the -arc, facts 'ST^US 

invention to some extent althoug subje ct matter, 

precision in the delation of t ^ a process 

Consequently, the search ?« ^'^^g or ' self-emulsifying 
for the preparation of a t orlly if this concept 

tablet will retrieve a pert ^entttocument Specific 
is described in general terms in falling un der the 

processes or tablets Piously ^ fact . are 

?r,:r y 1 not o to ep b t e ;J£J* J*. * 

Consequently, the opinion is based on the search performed. 
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Box No. V Reasoned statement under Article: 

citations and explanations supporting such statement 



icle 35(2) with regard to novelty, inventive step or industrial applicability; 



1. Statement 

Novelty (N) 



Inventive step (IS) 
Industrial applicability (IA) 



Claims 
Claims 

Claims 
Claims 

Claims 
Claims 



1-9 



.1-9 



1-9 



YES 
NO 

YES 
NO 

YES 
NO 



Citations and explanations (Rule 70.7) 

Documents from the documents from the search report: 

A. EP0841062 Al 

B. US4935246 Al 

C. EP0455391 A2 

D. EP0911032 Al 

Document A pertains to a granular ^^XoJs^rl^l 
particles prepared b> ' ^J^ ^ ^lo^ melting oily 
Ince^ neltinf tne^ powCer to .«* , ? e oil, 

Sieir^e^eS Si ^^£5^ - 
surface. 

acids J their derivatives as well as polyethylene glycols 

glycol 6000 and the final coating contains paraffxn wax and 
micronized lactose. 

prepared by mixing 



Document C discloses granules 
polyglycerol fatty acid 
mixture at a temperatuiv. 

Tzlly acid ester. The polyglycerol fatty acid ester may be 

. • • / • 



ai ,v <^ ester, with a powder, and heating the 
at a temperature close to the melting point of the 



Form PCT/EPEA/409 (Box No. V) (January 2004) 



INTERNATIONAL PRELIMIN 



Intemationa^^tecation No. 
AkWpORT ON PATENTABILITY S E Wo 



PCT/SE ^303/000093 



Supplemental Box 



In case the space in any of the preceding boxes is not sufficient. 

Continuation of: BOX V 

used in combination with a lipid. In example 9, stearate 
esters are mixed with an active compound. The mixture is 
melted and cooled. Thereafter, the mixture and corn starch are 
heated until the starch particles adhere to the granules. 

In document D, a mixture of active compounds and a solution or 
melt of a fat, oily or waxy substance, and preferably an 
emulsifier, is made. Before drying of the mixture, fillers may 
I be added. 

Document C is considered to represent the closest prior art. 

In the present application, a process for the preparation of a 
self-dispersing or self-emulsifying tablet is disclosed. The 
process involves granulation of a heated granulation mixture 
containing an active lipophilic substance and a surfactant. 
The obtained granules are cooled to a semi-solid state and 
mixed with one or more fillers to cover the surface of the 
granules. Thereafter, the granules are .sieved and tabletted. 

•There are some differences between document C and the present 
application. Firstly, the application explicitly concerns 
self-emulsifying or self-dispersing tablets. In order for 
tablets to self-emulsify or self-disperse when ingested, they 
should contain a lipid moiety as well as a surfactant. The 
polyglycerol fatty acid ester in document C provides the 
surfactant, and according to line 43, page 4, a fatty acid 
ester may be used in combination with a lipid. Thus, there is 
reason to believe that granules made according to the scheme 
of document C would self-emulsify or self-disperse when 
ingested. Furthermore, the present application concerns 
tablets, whereas document C only provides granules. This 
difference, however, is considered to be of minor importance, 
since the skilled person is familiar with the process of 
tabletting granules, and of the common grain sizes suitable 
for tabletting. 

The kernel of the present application is the process of 
manufacturing of the granules. In this respect, the 
inventiveness is claimed to be the stepwise seguence of the 
production, i.e. heating the granulation medium, and cooling 
the obtained granules to a semi-solid state prior to mixing 
them with fillers and other excipients . When the granules 
reach a semi-solid state, it is to be understood that they 

• ♦ • / * - • 
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In case the space in any of the preceding boxes is not sufficient 

Continuation of: Box V 

have a tacky surface. 

The difference between the present application and the process 
disclosed in document C is the way of obtaining the tacky 
surface of the granules. 

Thus, the problem to be solved by the present application is 
to find an alternative way of obtaining a tacky surface on 
granules that contain an active substance and a surfactant. 

A person skilled in the art, who realizes that the optimal 
tackiness of granules occur at a certain temperature, would 
understand that the granules may reach this temperature during 
cooling, as well as during heating. Hence, he/she would 
consider adding fillers and further excipients to the granules 
during the cooling stage, instead of first cooling the 
granules and then re-heating them to a predetermined 
temperature. 

Therefore, claims 1-9 lack the requirement of inventive step. 
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International filing date (day/month/year) 
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1. The fallowing indications appeared on record concerning: 

fx] the inventor Q the agent Q the common representative 

State of Nationality 



the applicant 



Name and Address 



State of Residence 



Telephone No- 



Facsimile No, 



Teleprinter No. 



2. The International Bureau hereby notifies the applicant that the following change has been recorded concerning: 
3(1 the name. HTI the address 



X the person 



the nationality 



the residence 



Name and Address u • 
JJANSSON, ripnri^ 


State of Nationality State of Residence 
SE ^ SE^ 


Larkstigen 12 
Sweden 


Telephone No. ; 


Facsimile No, 


Teleprinter No. 



3. Further observations, if necessary: 

The person identified in Box 2 should be added to the record as applicant for the United 
States of America only and inventor for a IK designated States. 



4. A copy of this notification has been sent to: 
fx] the receiving Office 
[~[ the International Searching Authority 
fx] the International Pre liminery Examining Authority 



| | the designated Offices concerned 
| X| the elected Offices concerned 
f~l other: 





Authorized officer 




The International Bureau of WIPO 




34, che mi n des Colombettes 


Franpors BAECHLER 




1211 Geneva 20, Switzerland 




Facsimile No. (41-22)336.70.90 


Telephone No. (41-22) 33$ 9544 
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